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This application has been filed with informal drawings which are acceptable for 
examination purposes only. Formal drawings will be required when the application is allowed. 

Claims 5, 16 and 19-20 have been cancelled, claims 1, 6-9. 13, 17 and 25-26 have been 
amended, the disclosure's abstract has been amended, and no new claims have been added as 
per the amendment filed August 29, 2006. One additional Information Disclosure Statement (1 
IDS) filed December 21, 2006 has been received with all cited references and made of record. 

Claims 1-4, 6-15, 17-18 and 21-30 remain in the case. 

Note to applicant: when a rejection refers to a claim X at line y, the line number "y" is 
determined from the claim as previously submitted by applicant in the most recent response 
including lin e s d e let e d by line through . 

The non-statutory double patenting rejection, whether of the obviousness-type or non- 
obviousness-type, is based on a judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or improper timewise extension of the 
"right to exclude" granted by a patent. In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969); In re Vogel All F.2d 438, 164 USPQ 619 (CCPA 1970); In re Van Ornam, 686 F. 2d 
937, 214 USPQ 761 (CCPA 1982); In re Longi 759 F.2d 887, 225 USPQ 645 (Fed. Cir 1985); 
and In re Goodman, 29 USPQ 2d 2010 (Fed. Cir. 1993). . 

A timely filed terminal disclaimer in compliance with 37 C.F.R. § 1.321(b) and (c) may 
be used to overcome an actual or provisional rejection based on a non-statutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 C.F.R. § 1.78(d). 

Effective January 1, 1994, a registered attomey or agent or record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiilly comply with 37 C.F.R. 
§3.73(b). 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over 

claims 7-/7 of copending Application No. 11/253,322 (now cited as a PG PUBS document; see 
PTO-1449 ref. B6). Although the conflicting claims are not identical, they are not patentably 
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distinct from each other because the method of imaging and the alleged active ingredient 
(CVT-3164) are directed to substantially overlapping subject matter. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments filed August 29, 2006 have been fully considered but they are not 
persuasive. 
« 

Applicant has noted the presence of this rejection but has not otherwise responded. 
Therefore this rejection has been maintained. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 21-61 of copending 
Application No. 10/766,403 (now cited as a PG PUBS document; see PTO-1449 ref. A6). 
Although the conflicting claims are not identical, they are not patentably distinct from each 
other because the method of treatment and the alleged active ingredients are directed to 

■ 

substantially overlapping subject matter. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments filed August 29, 2006 have been fully considered but they are not 
persuasive. 

Applicant has noted the presence of this rejection but has not otherwise responded. 
Therefore this rejection has been maintained. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 11, 14-27, 29-30, 34 and 
36-37 of copending Application No. 11/070,768 (now cited as a PG PUBS document; see 
PTO-1449 ref. E6). Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the method of treatment and the alleged active ingredients are 
directed to substantially overlapping subject matter. 



Office Action On the Merits 



3 



10/629,368 



Application/Control Number: 10/629,368 Page 4 

Art Unit: 1623 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments filed August 29, 2006 have been fiilly considered but they are not 
persuasive. 

Applicant has noted the presence of this rejection but has not otherwise responded. 
Therefore this rejection has been maintained. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 2-^of U. S. Patent No. 
7,109,180 (PTO-1449 (#6) ref. K6). Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the method of treatment wherein either 
coronary vasodilation, or increased coronary blood flow inade possible by said vasodilation, is 
induced by administration of the identical active ingredient, CVT-3033. Therefore the two 
applications are directed to substantially overlapping subject matter. 

Applicant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 5-8 and 10-22 of U. S. 
Patent 7,183,264 (See PG Pubs ref. US 2004/0038928; PTO-1449 (#6) ref. D6; see also PTO- 
892 ref. A). Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the claimed methods of treatment in both applications involve 
administration of the identical active ingredient, CVT-3146, to induce coronary vasodilation 
for the purpose of cardiac blood flow imaging. Therefore, the instant claims sets are directed 
to substantially overlapping subject matter. 

AppHcant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 
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Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 10-24 of U. S. Patent No. 
7,144,872 (PTO-1449 (#6) ref AA6). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the methods of treatment in both 

applications involve administration of the identical active ingredient, CVT-3146, to induce 
coronary vasodilation for the purpose of cardiac blood flow imaging. Therefore, the instant 
claims sets are directed to substantially overlapping subject matter. 

Applicant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 9, 10 and 16 of U. S. 
Patent No. 6,641,210 (PTO-1449 (#6) ref H6). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the methods of treatment in 
both the application and the patent involve administration of the identical active ingredient, 
CVT-3146, to induce coronary vasodilation for the purpose of cardiac blood flow imaging. 
Therefore, the instant claims sets are directed to substantially overlapping subject matter. 

Applicant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 2-4 of U. S. Patent No. 
6,770,634 (PTO-1449 (#6) ref. 16). Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the method of treatment wherein either 
coronary vasodilation, or increased coronary blood flow made possible by said vasodilation, is 
induced by administration of the identical active ingredient, CVT-3033. Therefore the two 
claim sets are directed to substantially overlapping subject matter. 

Applicant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 
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Claims 11, 14-27, 29-30, 34 and 36-37 are rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 29-31 of U. S. Patent 
No. 6,214,807 (PTO-1449 (#2) ref. AL2). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the methods of treatment in both the 
application and the patent involve administration of the identical active ingredients, CVT-3033 
or CVT-3146, to induce coronary vasodilation for the purpose of cardiac blood flow imaging. 
Therefore, the instant claims sets are directed to substantially overlapping subject matter. 

Apphcant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. 

Claims 11, 14-17, 24-27, 29-30, 34 and 37 are rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 11-13 of U. S. 
Patent No. 6,403,567 (PTO-1449 (#1) ref ABl). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the methods of treatment in 
both the application and the patent involve administration of the identical active ingredient, 
CVT-3146, to induce coronary vasodilation for the purpose of cardiac blood flow imaging. 
Therefore, the instant claims sets are directed to substantially overlapping subject matter. 

Apphcant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. 

* 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 2-4 of U. S. Application 
No. 11/588,834 (PTO-1449 (#6) ref G6). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the method of treatment wherein either 
coronary vasodilation, or increased coronary blood flow made possible by said vasodilation, is 
induced by administration of the identical active ingredient, CVT-3033 . Therefore the two 
applications are directed to substantially overlapping subject matter. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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Applicant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 29-31 of U. S. 
Application No. 11/522,120 (PTO-1449 (#6) ref. F6). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the method of treatment 
wherein either coronary vasodilation, or increased coronary blood flow made possible by said 
vasodilation, is induced by administration of the identical active ingredient, CVT-3146. 
Therefore the two applications are directed to substantially overlapping subject matter. 

This is a provisional obviousness-type double pateriting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments with respect to claims 1-4, 6-15, 17-18 and 21-30 have been 
considered but are deemed to be moot in view of the new grounds of rejection. Applicant's 
newly cited prior art necessitated this new grounds of rejection. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. §102 that form 
the basis for the rejections under this section made in this Office action: 

"A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication 
in this or a foreign country, before the invention thereof by the applicant for a patent." 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale in this country, more than one year prior to the date of application for patent in the United States." 

(e) the invention was described in 

(1) an application for patent described under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 351(a) shall have the effect under this subsection of a national application filed under this subsection of 
a national application published under section 122(b) only if the international application designating the United 
States was published under Article 21(2)(a) of such treaty in the English language; or 

(2) a patent granted on an application by another filed in the United States before the invention by the applicant 
for patent, except that a patent shall not be deemed filed in the United States for the purposes of this subsection 
based on the filing of an international application filed under the treaty defined in section 351(a)." 
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Claims 1-4, 6-15, 17-18 and 21-30 are rejected under 35 U.S.C. § 102(e) as being 
anticipated by Zablocki et al. '567 (PTO-1449 ref. A13). 

Applicant is referred to claims i, 8, 10 and 11-13 wherein the compound, also known as 
CVT-3164, is disclosed as part of a pharmaceutical composition and as having utility in the 
imaging of mammalian cardiac circulatory systems. 

See also CV Therapeutics '779 (PTO-1449 ref B2) which is the PCT equivalent to the 
'567 reference and also anticipates the instant noted claims for the same reasons. 

Applicant's arguments filed August 29, 2006 have been fully considered but they are not 
persuasive. 

Examiner notes that in the instant independent claims CVT-3 146 is one member of a 
Markush group and therefore all of the claims are deemed to be properly rejected herein. 

Applicant argues that the instant claims have not been anticipated because the blood flow 
limitation of instant claim 1 is not found in the cited '567 patent claims or patent disclosure. 
Examiner respectfully disagrees because the particular rate of blood flow permitted by the 
administration of the same active ingredient to a host in need thereof is a variable within the 
control of the ordinary practitioner seeking to optimize the subject matter of either the instant 
claimed method or the method claimed in the '567 reference. Therefore the manipulation of 
this variable is inherentlv included within the scope of both instant claim 1 and claim 11 of the 
'567 patent. 

Applicant is specifically referred to claim 11 wherein the term 
"... administering to a mammal a therapeutically effective amount of a compound of claim 1 
that is sufficient to stress the heart and induce a coronary steal situation for the purposes of 
imaging the heart," a disclosure that appears to be equivalent to the term "producing coronary 
vasodilation with little peripheral vasodilation" found in instant claim 1. Examiner assumes 
that "coronary vasodilation" (increase in the diameter of the CVT-3 1 64-treated blood vessels) 
will permit a more rapid flow of blood through the heart and that administration of CVT-3164 
will permit this to happen to an extend proportional to the amount of this active ingredient 
administered to the host. Examiner also notes in Taber's Cyclopedic Medical Dictionary (19th 
Ed., page 2048) that the term "steal" is defined as "deviation of blood flow from its normal 
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course or rate of flow," a phenomenon that will happen when CVT-3164 is administered 
regardless of whether reference is made to the claim 1 language of the instant application or the 
language of the '567 patent's claim 11, Therefore, while the particular language and 
limitations of instant claim 1 and patented claim 11 differ superficially, examiner finds the 
underlying subject matters encompassed by these two claims to be overlapping if not identical, 
and therefore that anticipation of claim 1 by patented claim 11 remains an appropriate 
conclusion. 

For these reasons the instant rejection has been maintained. 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under 35 U.S.C. §102(a) and/or (b) as 
being anticipated by Gao et al. (PTO-1449 ref. C2). 

Applicant is referred to the reference at its abstract wherein both CVT-3033 and CVT- 
3164 are disclosed as having the desirable properties of inducing short-term coronary 
vasodilation during myocardial imaging in the presence of radionuclides. The copy of the 
reference indicates a publication date of July , 2001, which without more complete date 
information is deemed to be sufficient to render the instant claimed subject matter anticipated. 

Applicant's arguments filed August 29, 2006 have been fiiUy considered but they are not 
persuasive. 

Applicant argues that the lack of identical language means that Gao et al. does not 
anticipate the instant claims. Examiner respectfully disagrees. Applicant is referred to Gao et 
al. at page 215 at column 1, beginning in the "Discussion" section: in particular the second 
sentence of the first paragraph of this section refers specifically to CVT-3164 and that both this 
compound and a related compound (CVT-3033) induced "coronary vasodilation" but that "the 
duration of their effect was remarkably shorter." This disclosure anticipates instant claim 1 
wherein "coronary vasodilation" is asserted as the primary effect of CVT-3164. The 
associated effects indicated by the terms "with little peripheral vasodilation" and "increase the 
average coronary peak flow velocity to at least about 16.5 cm/sec" are deemed to be inherently 
a consequence of "coronary vasodilation." "Coronary vasodilation" is a phenomenon induced 
by administration of CVT-3164 and is a variable controllable by routine variation of dosage, a 
variable clearly within the purview of the ordinary practitioner seeking to optimize the prior art 
via routine experimentation. Therefore, the details of the noted effects not presenting, or 
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presenting, respectively, are deemed to be limitations that do not permit applicant to avoid the 
finding of anticipation. 

The following is a quotation of 35 U.S.C. § 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

"A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 

having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made." 

Claims 1-4, 6-15, 17-18 and 21-30 are rejected under 35 U.S.C. §103(a) as being 
unpatentable over Zablocki et al. '567 (PTO-1449 ref. ABl). 

The instant claims are directed to methods of selective cardiac vasodilation for the 
purpose of enhancing the imaging of cardiac circulation by administration of an A2A receptor 

agonist including the compounds CVT-3164 and CVT-3033. 

Zablocki et al. '567 (PTO-1449 ref. ABl) discloses in claims i, 8, 10 and 11-13 and in 

associated textual explanations that the compound, also known as CVT-3164, is part of a 
pharmaceutical composition and as having utiUty in the imaging of mammalian cardiac 
circulatory systems. 

Zablocki et al. '567 does not expressly disclose all of the specific details of the 
administration of pharmaceutical compositions containing CVT-3164 found in the instant 
claims. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to conduct routine experimentation to determine the optimal conditions of 
administration of a CVT-3164-containing compositions to produce the best possible 
radionuclide-based cardiac circulatory imaging. 

Therefore, the instant claimed method of inducing selective myocardial vasodilation for 
the purpose of enhancing the imaging of cardiac circulation would have been obvious to one of 
ordinary skill in the art having the above cited reference before him at the time the invention 
was made. 
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Applicant's arguments filed August 29, 2006 have been fully considered but they are not 
persuasive. 

Examiner notes that in the instant independent claims CVT-3146 is one member of a 
Markush group and therefore all of the claims are deemed to be properly rejected herein. 

Applicant's arguments are noted and have already been addressed in the responses to the 
anticipation rejections citing the '567 patent and the Zao et al. references supra. These 
responses to applicant's arguments are incorporated herein by reference in their entirety. 

The instant Office action has not been made final because of new grounds of rejection 
herein that could have been made in the first Office action but were not. 

Papers related to this application may be submitted to Group 1600 via facsimile 
transmission (FAX). The transmission of such papers must conform with the notice published 
in the Official Gazette (1096 OG 30, November 15, 1989). The telephone number to FAX 
(unofficially) directly to Examiner's computer is 571-273-0651. The telephone number for 
sending an Official FAX to the PTO is 571-273-8300. 

Any inquiry concerning this communication or earlier communications firom the 
examiner should be directed to Examiner L. E. Crane whose telephone number is 571-272- 
0651. The examiner can normally be reached between 9:30 AM and 5:00 PM, Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Ms. S. Anna Jiang, can be reached at 571-272-0627. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group 1600 receptionist whose telephone number is 571-272-1600. 

. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained fi"om either Private PAIR or Public PAIR. Status Information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see < http://pair-direct.uspto.gov >. Should you have questions on access to 
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the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 



LECrane:lec 
03/29/2007 




L. E. Crane, Ph.D., Esq. 
Patent Examiner 
Technology Center 1600 
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